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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 GFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 09 August 2011 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D An election was made by the applicant in response to a restriction requirement set forth during the interview on 

; the restriction requirement and election have been incorporated into this action. 

4) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

5) M Claim(s) 150-170 is/are pending in the application. 

5a) Of the above claim(s) is/are withdrawn from consideration. 

6) D Claim(s) is/are allowed. 

7) |EI Claim(s) 150-170 is/are rejected. 

8) D Claim(s) is/are objected to. 

9) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

10)D The specification is objected to by the Examiner. 

1 1 )□ The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

12) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)d All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 150-153, 155-163, and 165-170 are rejected under 35 U.S.C. 103(a) as obvious 
over Leonhardt et al. (US Pat. No. 5,957,949) in view of Gabbay (US Pat. No. 6,264,691). 
Leonhardt et al. teaches the following of claim 150: a prosthetic cardiac valve assembly 
comprising: a replacement valve (22) comprising: a plurality of leaflets through which blood is 
configured to selectively flow (col. 6, lines 23-34); and a plurality of commissure points (68) 
from which the replacement valve is suspended; a valve support (20) connected to the 
replacement valve (Fig. 4) and configured to be collapsible with the replacement valve for 
transluminal delivery, wherein outer circumferential of the valve support varies along at least 
some portions of the axial length (Fig. 2; col. 6 lines 19-22); wherein the valve support further 
comprises: a first section (lower section of element 20 as shown in its deployed state in Fig. 2) 
terminating in a first end, said first end comprising an outer circumference having a first 
diameter, said first section configured to engage the native annulus; and a second section (upper 
section of element 20 as shown in its deployed state in Fig. 2) terminating in a second end, said 
second end comprising an outer circumference having a second diameter, said second section 
configured to extend past the coronary ostia and into the ascending aorta; wherein the second 
circumference is greater than the first circumference (Fig 2). 



Application/Control Number: 10/772,101 Page 3 

Art Unit: 3774 

Leonhardt et al. discloses claim 160 as follows: a prosthetic cardiac valve assembly 
comprising: a replacement valve (22) comprising a plurality of leaflets (col. 6, lines 23-34) and a 
plurality of commissure points (68) from which the replacement valve is generally suspended; 
and a valve support (20) having a proximal portion and a distal portion, said valve support 
connected to the replacement valve (Fig. 4) and configured to be collapsible for transluminal 
delivery; wherein the valve support is configured to extend, when implanted into a patient, from 
a native annulus at the proximal portion to an ascending aorta at the distal portion, past a location 
of the patient's coronary ostia; wherein an outer shape of the valve support varies along an axial 
length of said valve support such that a cross-sectional dimension of the distal portion is 
generally larger than a cross-sectional dimension of the proximal portion (please see Fig. 2 
where the upper portion of element 20 has a greater diameter than the lower portion); wherein 
the valve support comprises a plurality of intersecting members forming a plurality of cells, said 
cells being arranged substantially uniformly around a periphery of the valve support (Fig. IB); 
and wherein the plurality of cells located along the distal portion of the valve support have a 
larger cross-sectional size than the plurality of cells located along the proximal portion of the 
valve support (Fig. 2). 

Leonhardt et al. discloses the following of claim 170: a prosthetic cardiac valve 
comprising: a replacement valve (22) comprising: a plurality of leaflets configured to permit 
blood to selectively flow therethrough (col. 6, lines 23-34); and a plurality of commissure points 
(68) from which the replacement valve is suspended; and a valve support (20) connected to the 
replacement valve (Fig. 4) and configured to be collapsible for transluminal delivery, wherein 
when the valve support is implanted in a patient and the replacement valve is positioned in a 
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native aortic valve annulus, said valve support is sized and shaped to extend from a position of 
the native annulus, past the replacement valve, the commissure points, and the patient's coronary 
ostia, and into the ascending aorta; wherein outer circumference of the valve support varies along 
at least some portions of the axial length (Fig. 2); wherein the valve support further comprises: a 
first section (lower section of element 20 as shown in its deployed state in Fig. 2) terminating in 
a first end, said first end comprising an outer circumference having a first diameter, said first 
section configured to engage the native annulus; and a second section (upper section of element 
20 as shown in its deployed state in Fig. 2) terminating in a second end, said second end 
comprising an outer circumference having a second diameter, said second section configured to 
extend past the coronary ostia and into the ascending aorta; wherein the second circumference is 
greater than the first circumference (Fig 2). 

Leonhardt et al. discloses claims 151 and 161 as shown in Figs. 2-3. 

Leonhardt et al. discloses claims 152 and 162 as shown in Fig. IB. 

Leonhardt et al. discloses claims 153 and 163 in col. 5, lines 41-52. 

Leonhardt et al. discloses claims 155, 156, 165 and 166 in col. 5, lines 11-22. 

Leonhardt et al. discloses claims 157 and 167 in element 60 and in col. 6, lines 23-34. 

Leonhardt et al. discloses claims 158 and 168 in col. 1, lines 49-58. 

Leonhardt et al. discloses claims 159 and 169 in col. 10, line 53 through col. 11, line 10. 

Leonhardt et al. is silent with respect to the length of the stent serving as the valve 
support. Gabbay teaches a stent supporting a heart valve where different stent lengths may be 
applied to the same heart valve structure and the stent's length would be sufficient to extend 
from the native annulus past the coronary ostia in columns 2-4 for the purpose of giving the stent 
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the length needed to properly support the tissue surrounding the heart valve. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to adjust the 
length of the stent to extend from the annulus into the ascending aorta in order to construct the 
stent so that it will provide additional support, as needed, to the tissue in the area where the 
prosthetic valve is being implanted. Also, it has been held that it would have been an obvious 
matter of design choice to change the size of the stent, since such a modification would have 
involved a mere change in the size of a component. A change in size is generally recognized as 
being within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 

Claims 154 and 164 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Leonhardt et al. in view of Gabbay further in view of Wolff (US Pat. No. 5,104,404). Leonhardt 
et al. teaches the invention substantially as claimed and described above, however, Leonhardt et 
al. does not teach using multiple wires to construct the valve support. Wolff teaches a stent 
constructed from multiple wires in col. 5, lines 10-15 for the purpose of allowing greater 
flexibility in the shape of the stent during its construction. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify the 
device of Leonhardt et al. by using multiple wires to construct the valve support stent in order to 
allow greater flexibility in the shape of the stent during its construction 
Response to Arguments 

Please note the above 35 U.S.C. 103(a) rejection of claims 154 and 164 have been 
changed to state that the claims are rejected over Leonhardt et al., in view of Gabbay, and further 
in view of Wolff. 
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Applicant's arguments filed 8/9/2011 have been fully considered but they are not 
persuasive. The Applicant contends that the Leonhardt et al. reference cannot be combined with 
the Gabbay reference because the Gabbay reference includes a girdle that encompasses its heart 
valve that would prevent a change of length from being applied to the Leonhardt et al. reference. 
The examiner respectfully disagrees. The Gabbay reference has been cited to show that it was 
known in the art at the time the invention that stents of different lengths may be provided to fit 
the physiology of a particular patient. The device of Leonhardt et al. would not need to be 
modified to include the girdle of Gabbay in order to allow Leonhardt et al. to have a longer 
length. The Applicant also states that changing the size of the valve of Leonhardt et al. may not 
be interpreted to be a mere change in the size of a component. As stated above, and in the 
previous reference, the size or length of the stent surrounding a prosthetic valve may be altered 
to fit a particular patient. Therefore, it is maintained that if a patient has diseased tissue that 
extends from the native annulus past the coronary ostia, one ordinary skill in the art at the time of 
the invention would have known that the stent length may be adjusted to support these damaged 
areas. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ann Schillinger whose telephone number is (571)272-6652. The 
examiner can normally be reached on Monday-Friday (9am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, please contact the 
examiner's supervisor, David Isabella, at 571-272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

If there are any inquiries that are not being addressed by first contacting the Examiner or 
the Supervisor, you may send an email inquiry to TC3700_Workgroup_D_Inquiries@uspto.gov. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/A. S./ 

Examiner, Art Unit 3774 
/DAVID ISABELLA/ 
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Supervisory Patent Examiner, Art Unit 3774 



